UBND TINH AN GIANG  CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc 1ap — Tw do — Hanh phuc

Sé: 504 /SYT-NVD An Giang, ngay 04 thang 3 nam 2024

V/v thay d6i théng tin thudc
tring thau Omnipaque, Prograf
0.5mg, Prograf 1mg, Advagraf
cua Cong ty C6 phan Duoc ligu
Trung vong 2

Kinh guri: Cac co s& kham bénh, chira bénh trong tinh

S¢' Y té nhan dugc Cong vin sé 254/TTMS-NVD ngay 27/02/2024 cua
Trung tam Mua sam tap trung thuoc Quéc gia (sau day goi tat 1a Trung tam) vé
viéc thay d6i thong tin thudc tring thau Omnipaque, Prograf 0.5mg, Prograf 1mg,
Advagraf (dinh kém Céng vén sé 254 TTMS-NVD ngay 27/02/2024 va cac tai lidu
kem theo).

Theo d6, Trung tdm nhan dugc cic van ban so 580/DL2-TBV ngay
02/02/2024 vé viéc thay d6i s6 dang ky san pham Omnipaque, s6 581/DL2-TBV
ngay 02/02/2024 vé viéc thong bao thay doi dia chi co s¢ san xuat thudc Prograf
0.5mg va Prograf 1mg, s6 662/DL2-TBV ngay 02/02/2024 vé viéc théng béo thay
d6i dia chi co so san xuat thuéc Advagraf cia Cong ty Co phan Duoc liéu Trung
uong 2.

Trung tam Mua sam tap trung thuéc Quéc gia théng béo viéc thay doi thdng
tin thudc trdng thau Omnipaque, Prograf 0.5mg, Prograf 1mg, Advagraf thudc
danh muc thudc duoc ap dung hinh thitc dam phan gia (chi tiét tai phy luc kém
theo).

So Y té thdng bao dé cac don vi biét va thyuc hién./.

KT. GIAM POC
Noi nhan: PHO GIAM DOC
- Nhu trén;
- Ban Giam doc SYT;
- Bao hiém x4 hoi tinh;

- Luu: VT, NVD. I/J{& e

Tiw Hoang Twdc



PHU LUC THAY POI THONG TIN THUOC TRUNG THAU THUQC DANH MUC THUOC PUQC AP DUNG
HINH THUC PAM PHAN GIA

STT

Tén thuéc (hoat chit,
nong do-ham lwong)

S6 ding ky
trang thau

Thong tin da
dwoc phé duyét

Thong tin thay doi

Ghi chu

Quyét dinh sé 3460/QDP-TTMS ngay 27/12/2022 cia B truong Bo Y té

Prograf 0.5mg
(Tecrolimus 0,5mg)

VN-22057-19

bia chi co so san
xuat: Killorglin,
Co. Kerry,
Ireland

Cach ghi dia chi co
s& san xuat thay doi:
Killorglin, Co. Kerry,

V93 FC86, Ireland

Nha thau cung tng theo dia chi co so
san xuét thay ddi sau khi cung ang hét
tén kho thuéc tring thau theo théng
tin ¢t (du kién bit dau cung ung
thudc thay doi tir thang 5/2024)

Advagraf (Tacrolimus
(dudi dang Tacrolimus
monohydrate) 0.5mg)

VN-16290-13

bia chi co so san
xuat: Killorglin,
Co. Kerry,
Ireland

Cach ghi dia chi co
s& san xuat thay doi:
Killorglin, Co. Kerry,

V93 FC86, Ireland

Nha thau cung tng theo dia chi co s
san xuat thay di sau khi cung ang hét
tén kho thuéc trdng thau theo théng
tin ¢t (duw kién bit dau cung ung
thudc thay doi tir thang 4/2024)

Advagraf (Tacrolimus
(dudi dang Tacrolimus
monohydrate) 1mg)

VN-16498-13

bia chi co so san
xuat: Killorglin,
Co. Kerry,
Ireland

Cach ghi dia chi co
$& san xuat thay doi:
Killorglin, Co. Kerry,

V93 FC86, Ireland

Nha thau cung tng theo dia chi co s&
san xuat thay ddi sau khi cung ang hét
ton kho thuéc trdng thau theo thong
tin cii (du kién bat dau cung ung
thudc thay doi tir thang 4/2024)

Advagraf (Tacrolimus
(dudi dang Tacrolimus
monohydrate) 5mg)

VN-16291-13

bia chi co so san
xuat: Killorglin,
Co. Kerry,
Ireland

Cach ghi dia chi co
$& san xuat thay doi:
Killorglin, Co. Kerry,

V93 FC86, Ireland

Nha thau cung tng theo dia chi co s
san xuat thay doi sau khi cung ang hét
ton kho thudc trdng thau theo théng
tin cii (du kién bat dau cung ung
thudc thay doi tir thang 4/2024)




Quyét dinh s6 67/QD-TTMS ngay 13/01/2023 ciia Bo truwéng Bo Y té

Prograf 1mg

bia chi co so san
xuat: Killorglin,

Cach ghi dia chi co
SO san xuat thay doi:

Nha thau cung tng theo dia chi co so
san xuat thay doi sau khi cung trng hét

! (Tecrolimus 1mg) VN-22209-19 Co. Kerry, Killorglin, Co. Kerry, ton kho thuigitrurgg thau theo thong
Ireland V03 FC86, Ireland | i € (dw Kien bat dau cung ing
’ thuoc thay doi tr thang 5/2024)

Omnipague (lohexol ’ Nha thau cung tng thuoc theo so
So dang ky trung L s , z.. | dang ky méi sau khi cung ung hét ton
o | 647mg/ml(tuong /N 56357 17 | thau: VN-20357- | OO dang kY thay dOIt 1y S 6 tring thau theo thong tin cii

duong Iod 300mg/ml x 539110067223 du kién bt da +na thude th
100ml) 17 (du kien bat dau cung rng thuoc thay

doi tir thang 3/2024)
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